
May l&2005 ” i ,i, ‘,.( -rCL-,C---L -; -. ; - - 
I I - ;. .*--a.- i*~*~~~&A- 1 - -. ‘- -- / 

Th? Office of Nutritional Prrjducts, Labeling, and Dietary Supplements ” 
Division of Nutiition Progranqs and Labeling (HFS-800) ’ I 
Center for Food Safety and Applied Nutrition I 
Food and Drug Ad&in&ration 
5 100 Paint Branch Parkway 
College Park, MD 20740 I 

Title: New Product - Food Labeling; Notification Procedures far ~ta~~~e~ts on Dietary 
Supplements 1 I 

Dear Whom It May Concern: 

We are going to launch a new product in June, 2005. We are going to sell it with three different 
product names (Osteo-D Flavone, IsoCal-D, or Flex-CID, please refer to the #tac+d) through 
our two companies: 
- Sedona Laboratories, Inc. (211 Jennifer Lane, Cottonwood, AZ 86326, l-888-816-8804) will 

sell Osteo-D Flavone and IsoCal-D. 

’ 

- Nuti-Health (218 Justin Drive, Cottonwood, AZ 86326, l-800-914-63 11) will sell Flex-CID. 

The new product has the following ingredients: 
1. Isoflavone (sugar’-free “aglycone form) 
2. Algal Calcium 
3. Vitamin D3 (cholecalciferol) 

30 mg / tablet 
500 mg / tablet 
400 IU / tablet 

The main ingredients of the product are isoflavone and caJlcium. T&se two inmdients are 
widely used in the U. S. dietary supplements. Many published “&rticles suggest that isoflavone 
might potentially confer health benefits related to osteoporosis, .menopausaI symptoms and 
cardiovascular disorder (please refer to the attached research articles). In addition, calcium and 
vitamin D supplementation are always necessary for bone health. Several risk factors are known 
in the pathogenesis of osteoporosis, first of all the lack of sufflcient~calcium and vitamin D 
intake, age, and genetic factors. Estrogen dqficiency is the most. likely cause of postmenopausal 
osteoporosis. Phytoestrogens are naturally occurring plant-derived ihytochemicals, and have 
been shown to bind estrogen receptors and to behave as weak agonist/antagonist in both animals 
and humans. Phytoestrogens include mainly isofiavones. Isofl&vonq is known to be present in 
flits, vegetables, and whole grains (mainly soybeans) commonly consumed by humans. 

Sedona Labs, Inc. 
212 Jennifer Drive * Cottonwood, AZ 86326 

tel: (888) 816-8804 0 fax: (866) 887-8489 
www.sedonalabs.com 



We are going to use sugar-free (aglycone) form of isoflavone and calci&n from algae (seaweed). 
Since the aglytione form of isoflavone is a smaller molecule than sugar-bound (glycosidic) 
isoflavone, it is better absorbable. In addition: since algal calcium has a porous beehive strudture 
( 
t 
arge surface area), this is better absorbable than other calcium. The high natural content of 

a gae also helps calcium to be absorbed into the body. I attached some research data of algae 
calcium we are going to use. I 

Here is the list of the attached for more information. 
, 1. The New Product Labels ‘, I 1 2. Published A&cle about Isoflavone 

1 3. Summary of Algal Calcium l 

I certify that all of the information and the attached data presented in this notice are accurate and 
truthful. If I can be of any assistance, please c,ontact me at ~~~k~~~sedo~~labs.com or 1 -&OO- 
914-6311. 

Sincerely yours, 

tie Kang, MRA, MS 
Senior Scientist 
New Product Development Department 
Sedona Laboratories, Inc. 

Sedona Labs, Inc. 
2lf‘Jennifer Drive * Cottonwood, AZ 86326 

tel: (888) 816-8804 * fax: (866) 887-8489 
wwvxsedonalabsxom 
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